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in the package. Any remainder shall be 
expressed in terms of common or dec-
imal fractions of such unit or in terms 
of the next smaller whole unit and 
common or decimal fractions thereof. 

(g) The declaration of net quantity of 
contents shall express an accurate 
statement of the quantity of contents 
of the package. Reasonable variations 
caused by loss or gain of moisture dur-
ing the course of good distribution 
practice or by unavoidable deviations 
in good manufacturing practice will be 
recognized. Variations from stated 
quantity of contents shall not be un-
reasonably large. In the case of a liquid 
drug in ampules or vials, intended for 
injection, the declaration shall be con-
sidered to express the minimum quan-
tity and the variation above the stated 
measure shall comply with the excess 
volume prescribed by the National For-
mulary or the U.S. Pharmacopeia for 
filling of ampules. In the case of a solid 
drug in ampules or vials, the declara-
tion shall be considered to express the 
accurate net weight. Variations shall 
comply with the limitations provided 
in the U.S. Pharmacopeia or the Na-
tional Formulary. 

(h) A drug shall be exempt from com-
pliance with the net quantity declara-
tion required by this section if it is an 
ointment labeled ‘‘sample’’, ‘‘physi-
cian’s sample’’, or a substantially simi-
lar statement and the contents of the 
package do not exceed 8 grams. 

§ 201.55 Statement of dosage. 
Section 201.100(b)(2) requires that la-

bels for prescription drugs bear a state-
ment of the recommended or usual dos-
age. Since the dosage for some pre-
scription drugs varies within extremely 
wide limits, depending upon the condi-
tions being treated, it may not be pos-
sible in all cases to present an inform-
ative or useful statement of the rec-
ommended or usual dosage in the space 
available on the label or carton of the 
package. It is the view of the Food and 
Drug Administration that when such a 
situation prevails, compliance with 
this requirement would be met by a 
statement such as ‘‘See package insert 
for dosage information’’, where the de-
tailed information is contained in such 
insert. However, if an informative, re-
alistic, recommended or usual dosage 

can readily be set forth on the label, it 
should appear thereon. 

§ 201.56 Requirements on content and 
format of labeling for human pre-
scription drug and biological prod-
ucts. 

(a) General requirements. Prescription 
drug labeling described in § 201.100(d) 
must meet the following general re-
quirements: 

(1) The labeling must contain a sum-
mary of the essential scientific infor-
mation needed for the safe and effec-
tive use of the drug. 

(2) The labeling must be informative 
and accurate and neither promotional 
in tone nor false or misleading in any 
particular. In accordance with §§ 314.70 
and 601.12 of this chapter, the labeling 
must be updated when new information 
becomes available that causes the la-
beling to become inaccurate, false, or 
misleading. 

(3) The labeling must be based when-
ever possible on data derived from 
human experience. No implied claims 
or suggestions of drug use may be made 
if there is inadequate evidence of safe-
ty or a lack of substantial evidence of 
effectiveness. Conclusions based on 
animal data but necessary for safe and 
effective use of the drug in humans 
must be identified as such and included 
with human data in the appropriate 
section of the labeling. 

(b) Categories of prescription drugs sub-
ject to the labeling content and format re-
quirements in §§ 201.56(d) and 201.57. (1) 
The following categories of prescrip-
tion drug products are subject to the 
labeling requirements in paragraph (d) 
of this section and § 201.57 in accord-
ance with the implementation schedule 
in paragraph (c) of this section: 

(i) Prescription drug products for 
which a new drug application (NDA), 
biologics license application (BLA), or 
efficacy supplement was approved by 
the Food and Drug Administration 
(FDA) between June 30, 2001 and June 
30, 2006; 

(ii) Prescription drug products for 
which an NDA, BLA, or efficacy supple-
ment is pending on June 30, 2006; or 

(iii) Prescription drug products for 
which an NDA, BLA, or efficacy supple-
ment is submitted anytime on or after 
June 30, 2006. 
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